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Internal Audit Report


	Date of Audit
	

	 Location of Audit
	

	Scope of Audit
	


	 Name of Auditor /s
	

	Name of Auditee /s
	


	Internal Audit Number
	

	Response Due Date
	

	Audit Closure Due Date
	


	Satisfactory findings
	

	Summary of deficiencies
	Total number of critical deficiencies

Total number of Major deficiencies

Total number of Minor deficiencies

Total number of IRs (improvement recommendations)




Add more rows as required
	Deficiency Number
	Classification
	Reference           (GMP Clause, Standard, Procedure)
	Details of Deficiency
	Response


	
	
	
	
	Root cause / causative factors:

Corrective Action/s:

Time Frame for completion / or date of completion:
Evidence attached:

	
	
	
	
	Root cause / causative factors:

Corrective Action/s:

Time Frame for completion / or date of completion:
Evidence attached:


Add more rows as required 
	Details of improvement recommendation
	Response
	Auditor comments

	
	
	


Auditor use only:

Add more rows as required 
	Review date
	Deficiency Number
	Classification
	Response and evidence acceptable?
	If unacceptable, why?
	Actions taken / to be taken, if response / evidence unacceptable
	Follow up required?
	CAPA Number

(if applicable)
	Close out date 

	
	
	
	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

	
	
	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

	
	

	
	
	
	Yes  FORMCHECKBOX 
    No FORMCHECKBOX 

	
	
	Yes  FORMCHECKBOX 
    No FORMCHECKBOX 

	
	


	Date Audit response received
	

	Audit Closure Due date
	

	Audit Close out date
	

	If close out date > due date, why?
	


	Auditor /s Name
	Signature
	Date

	
	
	


AUDIT REVIEW : Quality Manager, or delegate
	Name
	

	Date of review
	

	Signature 
	

	Comments
	


Grading of audit                                       Frequency of next audit                                                                          GRADING KEY

	
	No Deficiencies 

	
	Major or Minor deficiencies (where the responses are acceptable)

	
	Major deficiencies (where the responses are not acceptable)

	
	Critical deficiencies

	
	Facilities inspection, or an audit that is not routinely scheduled.


	
	 FORMCHECKBOX 

	18 months

	
	 FORMCHECKBOX 

	12 months

	
	 FORMCHECKBOX 

	6 months

	
	 FORMCHECKBOX 

	1 month

	
	 FORMCHECKBOX 

	Not applicable


FOLLOW UP SECTION : (Internal Auditor use only)
	Follow up date
	Deficiency Number
	Details of follow up
	Details of evidence provided
	Close out date 

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	





Deficiency classification�
Definition�
�
Critical�
A deficiency which would significantly affect the safety or quality of the product, or the safety of staff. Critical deficiencies require immediate corrective action.�
�
Major�
A deficiency which has the potential to affect the safety or quality of the product, or the safety of staff.�
�
Minor�
A deficiency which would not affect the safety or quality of product, but is a direct non-compliance with applicable standards or procedural processes.�
�
Improvement recommendations (IRs)�
Auditor observations where improvements to process could be made.�
�
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